
UNITED STA1WDEPARTMENT OF COMMERCE 
Patent and Trademark Office 

Address: COMMISSIONER OF PATENTS AND TRADEMARKS 
Washington. D.C. 20231 



APPLICATION NO. 


FILING DATE 


FIRST NAMED INVENTOR 


ATTORNEY DOCKET NO. 



09/319, 306 



08/19/99 



::rameri 



R 



1 0806-93 



r 



DINSMORE .?:^ SHOHL 
1900 CHEMED CENTER 
255 EAST FIFTH STREET 
CINCINNATI OH 45202 



HN22/iO 11 



EXAMINER 



MOLANp P 



ART UNIT 



PAPER NUMBER 



1644 
DATE MAILED: 



1 0 / 1 1 / 0 0 



Please find below and/or attached an Office communication concerning this application or 
proceeding. 

Commissioner of Patents and Trademarks 



PTO-90C (Rev. 2/95) 
U.S. G.P.O. 2000 : 465-188/25266 



1- File Copy 



Mm® Mdtiosn Bsjmimsiry 


Application No. 


Appllcant(s) ^ ^ 


Examiner i ^ 


Group Art Unit 





--The MAILING DATE of this communication appears on the cover sheet beneath the correspondence address-^ 
Period for Response 

A SHORTENED STATUTORY PERIOD FOR RESPONSE IS SET TO FXPIRF ^ MONTH(S) FROM THE 

MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a response be timely filed after SIX (6) MONTHS 
from the mailing date of this communication. 

- If the period for response specified above is less than thirty (30) days, a response within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for response is specified above, such period shall, by default, expire SIX (6) MONTHS from the mailing date of this communication . 

- Failure to respond within the set or extended period for response will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

Status 

^ Responsive to communicatlon(s) filed on 

□ This action is FINAL. 

□ Since this application is in condition for allowance except for fomrtat naatters, prosecution as to the merits is closed in 
accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 ; 453 O.G. 213. 

Disposition off Claims 

/^CIaim(s) is/are pending in the application. 

Of the above claim(s) is/are withdrawn from consideration. 

□ Claim(s) is/are allowed. 

[S'Claim(s) t 'l-d js/are rejected. 

□ Claim(s) _ is/are objected to. 

□ Claim(s) _ — are subject to restriction or election 

requirement. 

Application Papers 

□ See the attached Notice of Draftsperson's Patent Drawing Review, PTO-948. 

□ The proposed drawing correction, filed on is □ approved □ disapproved. 

□ The drawing(s) filed on is/are objected to by the Examiner. 

□ The specification is objected to by the Examiner. 

□ The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. § 119 (aHd) 

□ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 11 9(a)-(d). 

□ All DSome* □ None of the CERTIFIED copies of the priority documents have been 

□ received. 

□ received in Application No, (Series Code/Serial Number) , 



□ received in this national stage application from the International Bureau (PCT Rule 1 7.2(a)). 

*Certified copies not received: . 

Attachment(s) 

^Information Disclosure Statement(s). PTO-1449. Paper No(s) 1^ □ Interview Summary. PTO-413 

j^otice of References Cited. PTO-892 □ Notice of Informal Patent Application, PTO-1 52 
□ Notice of Draftsperson's Patent Drawing Review, PTO-948 □ Other 



Office Action Summary 



U. S. Patent and Trademark Office 

PTO-326 (Rev.3-97) 'U.S. Government Printing Office: 1997 — 417-376f50309 Pait Of Paper NO. / 



Serial Number: 09/319,806 
Art Unit: 1644 



2 



Part III DETAILED ACTION 

1. Claims 1-20 are pending. 

2. The following is a quotation of the first paragraph of 35 
U.S.C. 112: 

The specification shall contain a written description of the 
invention, and of the manner and process of making and using it, 
in such full, clear, concise, and exact terms as to enable any 
person skilled in the art to which it pertains, or with which it 
is most nearly connected, to make and use the same and shall set 
forth the best mode contemplated by the inventor of carrying out 
his invention. 



3. Claims 4-5, 12-13 and 16-20 are rejected under 35 U.S.C. 112, 
first paragraph, because the specification, while being enabling 
for rASp f4 or f6 or f8, does not reasonably provide enablement for 
ABPA-related fragments thereof. The specification does not enable 
any person skilled in the art to which it pertains, or with which 
it is most clearly connected, to use the invention commensurate in 
scope with these claims. 

Essential to Applicant's claimed invention is the IgE 
reactivity of the recombinantly produced proteins. Applicant has no 
working examples demonstrating antibody reactivity with ABPA- 
related fragments. In fact the specification provides no guidance 
as to was is encompassed by the recited phrase and more 
specifically where the IgE epitopes reside within the recombinantly 
produced proteins. Since the State of the Art in antibody 
reactivity, Colman et al . , teaches that single amino acid changes 
in antigen can abolish the antibody- antigen interaction entirely, 
providing an effective mechanism for antigenic variation (page 33, 
in particular), and since it essential that Applicant's claimed 
invention react with IgE antibodies to be able to diagnose ABPA and 
since Applicant has no working examples demonstrating antibody 
reactivity with ABPA fragments it would be unpredictable to 
determine whether or not said ABPA fragments would bind IgE from 
ABPA patients and it would therefore require an undue amount of 
experimentation to practice the claimed invention. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs 
of 35 U.S.C. § 102 that form the basis for the rejections under 
this section made in this Office action: 

A person shall be entitled to a patent unless -- 
(b) the invention was patented or described in a printed 
publication in this or a foreign country or in public use or 
on sale in this country, more than one year prior to the date 
of application for patent in the United States. 
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4. Claims 1-3, 6-11 and 14-15 are rejected under 35 U.S.C. 
§ 102(b) as being anticipated by Moser et al . (ab) . 

Moser et al . , teaches the diagnosis of ABPA by use of a 
recombinant allergen from A. Fumigatus, wherein skin prick tests 
and ELISAs are used, wherein IgE and IgG classes and subclasses are 
determined. In addition Moser et al., teaches that said recombinant 
allergen is a ribotoxin, (i.e. an intracellular protein). 

The prior art teachings anticipate the claimed invention. 

5. The lengthy specification has not been checked to the extent 
necessary to determine the presence of all possible minor errors. 
Applicants cooperation is requested in correcting any errors of 
which applicant may become aware of in the specification. 

6. Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to Patrick 
Nolan whose telephone number is (703) 3 05-1987. The examiner can 
normally be reached on Monday through Friday from 8:30 am to 4:30 
pm. 

7. If attempts to reach the examiner are unsuccessful, the 
examiner's supervisor, Christina Chan, can be reached at (703) 305- 

'3973. The FAX number for our group, 1644, is (703) 305-7939. Any 
inquiry of a general nature relating to the status of this 
application or proceeding should be directed to the Group 
receptionist, whose telephone number is (703) 308-0196. 




Patrick J. Nolan, Ph.D. 
Primary Examiner, Group 164 0 
October 10, 2000 



